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PCT 



NOTIFICATION OF TRANSMITTAL OF 
THE INTERNATIONAL SEARCH REPORT AND 
THE WRITTEN OPINION OF THE INTERNATIONAL 
SEARCHING AUTHORITY. OR THE DECLARATION 



(PCT Rule 44.1) 



Date of mailing 
(day/month/year) 



28/07/2005 



Applicant's or agent's file reference 
ASB/45032PCT 



FOR FURTHER ACTION See paragraphs 1 and 4 below 



intsmaticnal application No. 
PCT/GB2005/050016 



International filing date 

(day/month/year) i5/02/2005 



Applicant 



NICHE GENERICS LIMITED 



□ 
□ 



The applicant is hereby notified that the intemationai search report and the written opinion of the international Searching 
Authority have been established and are transmitted herewith. 

Filing of amendments and statement under Article 19: 

The applicant is entitled, if he so wishes, to amend the claims of the Intemationai Application (see Rule 46): 
When? The time limit for fiHng such amendments is nonnally 2 months from the date of transmittal of the 
Intemationai Search Report; however, for more details, see the notes on the accompanying sheet 

Where? Directly to the Intemationai Bureau of Wl PO. 34 chemin des Colombettes 

121 1 Geneva 20, Switzerland. Fascimile rto.: (41-22) 740.14.35 
For more detailed Instructions, see the notes on the accompanying sheet 

The applicant Is hereby notified that no intemationai search report will be established and that the declaration under 
Article 17(2)(a) to that effect and the written opinion of the International Searching Authority are transmitted herewith. 

With regard to the protest against payment of (an) additional fee(3) under Rule 40.2, the applicant is notified that 

□ 



□ 



the protest together with the decision thereon has been transmitted to the intemationai Bureau together with the 
applicant's request to forward the texts of both the protest and the decision thereon to the designated Offices, 
no decision has been made yet on the protest; the applicant will be notified as soon as a decision is made. 



4. Reminders 

Shortly after the expiration of 18 months from the priority date, the international application will be published by the 
International Bureau. If the applicant wishes to avoid or postpone publication, a notice of withdrawal of the International 
application, or of the priority claim, must reach the International Bureau as provided In Rules 90 Ws.1 and 90bis.3, respectively, 
before the completion of the technical preparations for international publication. 

The applicant may submit comments on an Informal basis on the written opinion of the International Searching Authority to the 
International Bureau. The International Bureau will send a copy of such comments to all designated Offices unless an 
International preliminary examination report has been or is to be established. These comments would also be made available to 
the public but not before the expiration of 30 months from the priority date. 

Within 19 months from the priority date, but only In respect of some designated Offices, a demand for international preliminary 
examination must be filed If the applicant wishes to postpone the entry into the national phase until 30 months from the priority 
date (In some Offices even later); othenvlse. the applicant must, within 20 months from the priority (tete, perform the prescribed 
acts for entry into the national phase before those designated Offices. 

in respect of other designated Offices, the time limit of 30 months (or later) will apply even If no demand Is filed within 19 
months. 

See the Annex to Fonn PCT/lB/301 and. for details about the applicable time limits. Office by Office, see the PCTAppftoanfs 
Guide, Volume II. National Chapters and the \N\PO Internet site. 





Name and mailing address of the Intemationai Searching Authority 
^ European Patent Office, P.B. 5818 Patentlaan 2 
^Xft NL-2280 HV RijswIJk 
Q/Jf Tel. (+31-70) 340-2040, Tx. 31 651 epo nl. 
i25^ Ffly. (^.r^ 1 .70} rwn-rtni fi 


Authorized officer 
Eva BohlLcovS 



Form PCT/tSA/220 (January 2004) 



(See notes on accompanying sheet) 



NOTES TO FORM PCT/lSAa20 



These Notes are intended to give the t>asb instivetiona oonoermng the filing of amendments under article 1 9. The 
Notes are based on the requtramenta of the Patent Cooperation Treaty, the Regulations and the Adnintstrative tnstnJoUons 
under that Treaty, in case of discrepancy between these Notes and those requirements, the latter are applicable. For more 
detailed intormation, see also the PCT Applioanl^ Guide, a pubiioatnn of WIPO. 

In these Notes, "Article-, -Rule*, and 'Section* refer to thoprevlsiona of the PCT, the PCT Regulatbns and the PCT 
Administrative Instnietions reapaetively. 



INSTRUCTIONS CONCERNINQ AMENDMENTS UNDER ARTICLE 19 



The applicant has, after having received the international search report, one opportunity to amend the dainrts of the 
international application. It should however be emphasized that, since ell parts of the littemational applioatwn (daints, 
description and dkvwings) may be amendsd during the international preliminary examination procedure, there is usually 
no need to fDe amendmenta of the claims under Article 19 exoept where, e.g. the applicant wants the latter to be published 
for the purposes of provisional protection or has another reason tor amendfig the daims before international pbulicstion. 
Furthennore, it should be emphasized that provisional protection is available in eome States only. 



What parts of the International appilcaUon may be amended? 

Under Article 1 9, only the daims may be amended. 

During the International phase, the daims may also be amended (or further amended) under Artide 34 before 
the International Preliminary Examining Authority. The deeonption and ckawings may only be emended under 
Article 34 before the International Examining Authority. 

Upon entry into the national phase, all parts of the intomational applicetion may be amended under Artide 28 
or, where applioakile, Artide 41 . 



When? Within 2 months from the date of transmittal of the intemation al search report or 1 6 months from the priority 

date, whichever time limit expires later. K should be noted, however, that the amendments wiD be considered 
as having been reoeived on time if they are received by the International Bureau after ttie expiration of the 
applicable time limit but before the completion of the technical preparations for international pubiioalion 
(Rule 46.1). 



Where not to Hie the araendmente? 

The amendmenta may only be filed with the International Bureau and not with the reoehring Office or the 
International Searching Authority (Rule 46.2). 

Where a demand for Internationa} preQminary examination haa beenils filed, see betow. 



How? Either by canceinng one or more entire daims, tiy adding one or more new daims or by amending the text of 

one or more of the daims as filed. 

A rsplaoement aheet must be submitted for each sheet of the daims which, on account of an ammdment or 
amendments, differe fh>m the sheet ori^aDy filed. 

AO the daims appearing on a rsplaoement sheet must be numbered in Arabic numerals. Where a daim » 
oarwdled, no renumtieririg of the other daims is required. In aQ cases wfwre daims are rsnumlwrsd, they must 
tie renumbered consecutively (Administrative Instructions, Section 205(b)). 

The amendmenta must be made bi the language In which the Intematf onal application la to be published. 



What doouinenta must/may socompeny ttio amcmdmcmts? 
Letter (Section 205(b)): 
The amendmenta must be sutxnttted with a letter. 

The letter will not be published with the international app&cation and the amended daims. It should nd be 
oonfused with the 'Statement under Artide 1 9(1)- (see below, under "Statement under Artide 19(1)*)- 

The letter must t>e In English or Frsnch, at the choice ef the applicant However, If ttie language of the 
intematlonal appUoaUon Is English, the tetter must be In Engliah; If the language of the bitematlonal application 
Is French, the letter must be In French. 



Notes to Fomi PCT/ISA/220 (first sheet) (January 1994) 
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NOTES TO FORM PCT/ISA/220 (continued) 



The letter must indicate the differences k>etwe8n tffe dams as filed and the daims as amended. It must, in 
partioutar, indbate, in connection with each daim appearing In the intemationaJ applteation QX being understood 
that identioal indications oonoeming several daims may be grouped), whether 

(i) the daim b unchanged; 

(n) the daim is eanoelled; 

(iii) the claim is new; 

fiv) the daim replaces one or more daims as filed; 

M the eldm b the result of the c&visbn of a daim as filed. 



Ihe followins enmples nustratethe manner In wMoh amondmenu must be eiplalned In the 
acoompanylng Istlsr: 

1. [Where originally there were 48 daims and after amendment of some daims there are 51]: 
Xlatms 1 to 29, 31 , 32. 34, 35, 37 to 48 replaced by amended daims bearing the same numbere; 
daims 30, 33 and 36 unohartged; new daims 49 to 51 «ided." 

2. [Where originaDy there were 1 5 daims and after amendment of all daims there are 11 ]: 
"Claims 1 to 15 replaced by amended daims 1 to 1 1 .* 

3. [Where originally there were 14 daims and the amendnents consist in oanodOng some elaiina^ 

new daims]: 

"Claims 1 to 6 and 14 unchanged; daims 7 to 1 3 oanoeDed; new daims 1 5, 16 and 17 added.' or 
"Claims 7 to 13 cancelled; new daims 1 5, 1 6 and 1 7 added; all other daims unchanged." 

4. [Where various kinds of amerKiments are made]: 

"Oaims 1-10 unchanged; claims 11 to 13, 18 and 19 cancelled; claims 14, 15 and 16 replaced by amended 
daim 14; daim 17 subdivided into amended daims 15, 16 and 17; new daims 20 and 21 added.' 



"Statement under article 19(1)" (Rule 46.4) 

The amendments may be aooompanied by a statement explaining the amendmonta and Moating any impad 
that such amendments might hove on the description and the drawings (which oarmot be amended under 
Artide19(1)). 

the statement wUI be published with the intemationd appioation and the amended daima. 
It must be In the language In which the tntamatlonal apppHcitton is to be published. 

It must bo tsrief , not exceeding 500 words if in English or if translated into English. 

It should not be confused wfth and does nd replace the letter indicating the cfffarances Iwtween the daims 
as filed and as amended. It must be filed on a separate sheet and must be identified as auoh by a heading* 
preferably by using the words "Statement under Aitiole 1 9(1 ).* 

It may not contain any disparaging comments on the international search report or the relevanoe of dtations 
contained in that repoft Reference to citations, relevant to a ^ven claim, contained in the intemationd eearoh 
report may t» made only in connection with an amendment of that claim. 



Consequenoe If a demaiMl for International prdlminary examination has abeady been fOed 

If, at tfie time of GHng any amendments under Article 1 9, a demartd fbr intematiortal prdlminary examination 
has already t>een submitted^ the appticant must preferddy, at the same time of filing tlie amendments with the 
International Bureau, also file a copy of such amendments with the Intemationd Preliminary Exambiing 
Authority (see Rule 62.2(a), first sentence). 



Conaequance with regard to translation of the Internationa] application for entry Into ttie national phase 

The applicants attention is drawn to the fad that, where upon entry into the national phase, a translation of the 
ddms as amended under Article 1 9 may have to be fcimished to the designated/iBlected Offieea, instead off, or 
in edition to, the translation of the ddms as filed. 

For hather detdb on the requirements of each deeignated^leoted Office, see Vdume II of the POT Applioanfa 
Guide. 
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PATEISTT COOPERATION TREATY 

PCT 



INTERNATIONAL SEARCH REPORT 

(PCT Article 18 and Rules 43 and 44) 



AppHcanfs or agent's file reference 
ASE/45032PCT 


FOR FURTHER see Form PCT/lSA/220 

ACTION ^ where applicable, itenn 5 below. 


International applicatlon No. 
PCT/GB2005/050016 


International filing date (<Uty/month/year) 
15/02/2005 


(Earliest) Prtorlty Date (day/tnonth/year) 
27/02/2004 


Applicant 

NICHE GENERICS LIMITED 



This International Search Report has been prepared by this International Searching Authority and is transmitted to the applicant 
according to Article 18. A copy is being transmitted to the international Bureau. 



This international Search Report consists of a total of . 



. sheets. 



fx] It Is also accompanied by a copy of each prior art document dted In this report 



1 . Basts of the report 

a. With regard to the language, the international search was carried out on the basis of the International application In the 
language in which it was filed, unless otherwise indicated under this item. 

I I The intenwtionai search was carried out on the basis of a translation of the intematlonai application furnished to 
■ this Authority (Rule 23.1(b)). 

b. Q With regard to any nucleotide and/6r amino acid sequence disclosed in the international application, see Box No. I. 

2. Certain claims were found unsearchable (See Box 11). 

3. 01 Unity of invention Is lacking (see Box III). 

4. With regard to the title, 

I I the text Is approved as submitted by the applicant. 
\x\ the text has been established by this Authority to read as fdtlows: 
STABLE PHARMACEUTICAL COMPOSITION COMPRISING AN ACE INHIBITOR 



5. With regard to the abstract, 

[x] the text Is approved as submitted by the applicant. 

rn the text has been established, according to Rule 38.2(b), by this Authority as it appears In Box No. IV. The applicant 
may. within one month from the date of inalling of this International search report, submit commente to this Authority. 

6. With regard to the drawings, 

a. the figure of the drawings to be published with the abstract is Rgure No. ^2 

[x] as suggested by the applicant 

I I as selected by this Authority, because the applicant failed to suggest a figure. 
I I as selected by this Authority, because this figure better characterizes the Invention. 

b. Q none of the figures is to be published with the abstract 



Form PCT/ISA/210 (first sheet) (January 2004) 



INTERNATIONAL SEARCH REPORT 



International Application No 

PCT/GB2005/050016 



A. CLASSIFICATION OF SUBJECT MATTER , 

IPC 7 A61K47/44 A61K9/20 A61P9/00 A61K31/40 
A61K31/47 

Aooorcftig to Intemationat Patent Classlficallon (IPC) or to both naltonal ctassiltealion and IPC 



A61K31/403 



B. RELDS SEARCHED 



Minimum documentaiion seaiehed (dassiflcation system lolowecl by dassHleation symbols) 

IPC 7 A61K 



OoGumemation searched other than minimum documentation to the extent that such documents are included In the fields searched 



Electronic data base consulted during the international search (name ot data t)ase and, where practical, search terms used) 

EPO-Internal , WPI Data, PAJ, MEDLINE, BIOSIS, EMBASE 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category * Citation of document, with Indication, where appropriate, of the relevant passages 



Relevant to daim No. 



wo 03/077929 A (DELTA HF; EYJOLFSSON, 
REYNIR) 25 September 2003 (2003-09-25) 

page 2, lines 1-27 
examples 1-3 

US 5 562 921 A (SHERMAN ET AL) 
8 October 1996 (1996-10-08) 

column 1, line 59 - column 2, line 2 
claim 8; example 6 

DE 203 18 151 Ul (SANDOZ GMBH, KUNDL) 
22 January 2004 (2004-01-22) 



1-4, 

6-41, 

44-49 



1-4, 

6-41, 

44-46 



1,3,4, 

6-38, 

40-49 



examples 1-3 



-/- 



m 



Further documents are listed in the continuation of tKW C. 



Patent family memt)ers are listed in annex. 



" Special categories of cited documents : 

'A* document defining the general stale of the art which is not 
considered to k>e of particular relevance 

'E* eartier document but published on or after the intemational 
fiilngdate 

*L* document which may throw doubts on priortty clalm(8) or 
which Is cited to establish the publication date of another 
citation or other special reason (as specified) 

*(y document referring to an oral disclosure, use, exhibition or 
other means 

'P* document published prior to the intemationat fiBng date but 
later than the pitorlly date claimed 



T later document pubQshed after the International filing date 
or priority date and not In conflict wHh the application but 
dted to understand the principle or theory underlying the 
Invention 

*X' document of paitlcular relevance; the claimed Invention 
cannot be considered novel or cannot be considered to 
involve an inventive step when the document Is taken alone 

'V document of particular iBtevanoe; the claimed Invention 
cannot be considered to Invohre an inventive step when the 
document Is combined with one or more other such docu- 
ments, such combination being obvious to a person sldlled 
in the art 

document member of the same patent family 



Date of the actual completion of the intemational search 



7 July 2005 



Date of maling of the Intemational search report 



28/07/2005 



Name and mailing address of the ISA 

European Patent Office, P.B. 5818 Patenttaan 2 
NL-2280HVR§sw5k 
Tel. (+31-70) 340-2040. Tx, 31 651 epo nl. 
Fax: (-fdi-ro) 340-3016 



Authorized officer 



Vermeulen, S 
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INTERNATIONAL SEARCH REPORT 


International Application No 

PCT/GB2005/050016 


CXCeiMmtatien) DOCUMENTS CONSIDeReo TO BE RELEVANT 


Categoiy* 


Cliatlon of doeunwntwmiliM*eation,wh8ie appropriate, of the ra^^ ( 


^elovanl to ctaim No. 


A 


WO 03/059330 A (RANBAXY LABORATORIES 
LIMITED; BAHL, DEEPAK; KOCHHAR, RAVI; 
SHARMA. PUN) 24 July 2003 (2003-07-24) 
page 1, line 15 - page 2, line 15 




1-49 


A 


US 5 442 008 A (FUEL6ERTH ET AL) 
15 August 1995 (1995-08-15) 
column 1, line 60 - column 2, line 56 
column 3, lines 35-64 




1-49 



Fsim PCT/tSAOiO (eenkuMlen ol Mcond «Mal) (Jaiuiaiy a0O4) 



page 2 of 2 



INTERNATIONAL SEARCH REPORT 

Information on patent family membere 


IntemotionaJ Application No 

PCT/GB2005/050016 


Patent dxument 
cited in search report 


PublicaUon 
date 


Patent family 
membef(s) 


Publication 
date 



wo 03077929 A 25-09-2003 AU 2003208599 Al 29-09-2003 

EP 1531831 Al 25-05-2005 

WO 03077929 Al 25-09-2003 



US 5562921 


A 08-10-1996 


CA 


2128199 Al 


16-01-1996 


DE 20318151 


Ul 22-01-2004 


AT 


6779 Ul 


26-04-2004 






DE 


i/%Ai*An^A A 1 

10354862 Al 


05-08-2004 






WD 


2004064809 Al 


t\e AA AAAVI 

05-08-2004 






NL 


1024899 CI 


1 O A 1 OA A A 

13-01-2004 


WO 03059330 


A 24-07-2003 


AU 


2003201071 Al 


OA AT OArtO 

30-07-2003 






BR 


0306928 A 


09-11-2004 






EP 


1467717 Al 


AA 1 A OA Ail 

20-10-2004 






wO 


03059330 Al 


Oil AT OAAO 

24-07-2003 


US 5442008 


A 15-08-1995 


DE 


3739690 Al 


AA Af 1AOA 

08-06-1989 






AT 


74513 T 


IF Ail 1 AO A 

15-04-1992 






AU 


2581888 A 


AC AC 1 AOA 

25-05-1989 






CA 


1338344 C 


Al AC 1Ari£ 

21-05-1990 






CN 


1042917 A ,C 


1 o nc 1 AAA 

13-06-1990 






DE 


3869919 Dl 


1 il AC 1 Art A 

14-05-1992 






DK 


f p Af nn A 

653688 A 


AC AC lAon 

25-05-1989 






EP 


AA4^A^n Al 

0317878 Al 


01 AC 1AOA 

31-05-1989 






ES 


2033400 T3 


4 f A^ i AAA 

16-03-1993 






FX 


nnr*AAA a n 

885398 A 


on AC 1AAA 

25-05-1989 






GR 


3004925 T3 


OA Ail 1AAO 

28-04-1993 






HU 


48455 A2 


28-06-1989 






IE 


61173 81 


05-10-1994 






JP 


1165596 A 


29-06-1989 






JP 


2049604 C 


10-05-1996 






OP 


7068140 B 


26-07-1995 






KR 


9704908 81 


08-04-1997 






NO 


885213 A ,B, 


25-05-1989 






NZ 


227032 A 


28-05-1991 






PH 


27416 A 


21-06-1993 






PT 


89061 A ,B 


01-12-1988 






US 


5151433 A 


29-09-1992 






ZA 


8808734 A 


26-07-1989 



Foim PCT/ISAniO 0»tenl fomUy max) (January 2004) 



PATENT COOPERATION TREATY 



From the 

INTERNATIONAL SEARCHING AUTHORITY 



To: 



see form PCT/ISA/220 



PCT 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 

(PCT Rule 43WS.1) 



Data of majiing 

(dayAnonthi^ear) see form PCT^SA^I 0 (second sheet) 



Applicants or agents file reference 

see form PCT/ISA/220 



FOR FURTHER ACTION 

See paragraph 2 bebw 



International application No. 
PCTyGB2005A)50016 



International filing date (dayAnonth/year) 
15.02.2005 



Priority date (dayAnonth^aar) 
27.02.2004 



International Patent Classlflcalion (IPC) or both national classification and IPC 
A61K47y44, A61K9fiO. A61P9A)0, A61K31AK). A61K31M03, A61K3m7 



Applicant 

NICHE GENERICS LIMITED 



This opinion contains indications relating to the following Items: 
IS! Box No. I Basis of the opinion 



□ Box No. II Priority 

^ Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and Industrial applicability 

□ Box No, IV Laci< of unity of invention 

^ Box No. V Reasoned statement under Rule 43b/s.1 (a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

□ Box No. VI Certain documents cited 

El Box No. VII Certain defects In the international application 

□ Box No. VIII Certain obsen^atlons on the international application 

2. FURTHER ACTION 

If a demand for internatfonal preliminary examination is made, this opinion will usually be considered to be a 
written opinion of the International Preliminary Examining Authority ("IPEA"). However, this does not apply where 
the applicant chooses an Authority other than this one to be the IPEA and the chosen IPEA has notlfed the 
International Bureau under Rule 66.1 Ws(b) that written opinions of this International Searching Authority 
will not be so considered. 

If this opinion Is, as provided above, considered to be a written opinion of the IPEA, the applicant Is invited to 
submit to the IPEA a written reply together, where appropriate, with amendments, before the expiration of three 
months from the date of mailing of Fomt PCTASfiJ220 or before the expiration of 22 months from the prterity date, 
whichever expires later. 

For further options, see Form PCT/ISA^O. 

3. For further details, see notes to Form PCT^SAfi20. 



Name and mailing address of the ISA: 



European Patent Office 
D-80298 Munich 

Tel. +49 89 2399 - 0 Tx: 523656 epmu d 
Fax: -1-49 89 2399 -4465 



Authorized Officer 

Vermeulen, S 

Telephone No. +49 89 2399-7520 




Form (PCTASAC37) (Cover Sheet) (January 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/GB2005«50016 



Box No. 1 Basis o1 the opinion ^ 

1. With regard to tlie language, tliis opinion has been established on the basis of the international application in 
the language in which it was filed, unless othenn^ise indicated under this item. 

□ This opinion has been established on the basis of a translation from the original language into the following 
language , which is the language of a translation furnished for the purposes of international search 
(under Rules 12.3 and 23.1(b)). 

2. With regard to any nucleotide andA>r amino acid sequence disclosed in the intemational application and 
necessary to the claimed invention, this opinion has been established on the basis of: 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written fomiat 

□ in computer readable fonn 

c. time of filing/furnishing: 

□ contained in the international application as filed. 

□ filed together with the intemational application in computer readable fonn. 

□ furnished subsequently to this Authority for the purposes of search. 

3. □ In addition, in the case that more than one version or copy of a sequence listing andA)r table relating thereto 

has been filed or fumished. the required statements that the information in the subsequent or additional 
copies is identical to that in the application as filed or does not go beyond the application as filed, as 
appropriate, were furnished. 

4. Additional comments: 



Form PCTilSA/237 (January 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/GB2005/D50016 



Box No. Ill Non-establishment of opinion with regard to novelty, inventive step and industrial 

applicability 

The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non 
obvious), or to be industrial^ applicable have not been examined in respect of: 

□ the entire international application, 

El claims Nos. 25 



ISI the said international application, or the said claims Nos. 25 relate to the following subject matter which 
does not require an international preliminary examination (specify): 

see separate sheet 

□ the description, claims or drawings (indicate particular eiements below) or said claims Nos. are so 
unclear that no meaningful opinion could be formed (specify): 

□ the claims, or said claims Nos. are so inadequately supported by the description that no meaningful opinion 
could be formed. 

□ no international search report has been established for the whole application or for said claims Nos. 

□ the nucleotide andtor amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written form □ has not been furnished 

□ does not comply with the standard 

the computer readable torn □ has not been furnished 



□ the tables related to the nucleotide and/or amino acid sequence listing, if in computer readable form only, do 
not comply with the technical requirements provided for in Annex C-b/s of the Administrative Instructions. 

□ See separate sheet for further details 



because: 



□ 



does not comply with the standard 



Form PCT4SA/237 (January 2004) 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCT/GB2005/050016 



Box No. V Reasoned statement under Rule 43b/s.1(a)(i) with regard to novelty, Inventive step or 
industrial applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


5 




No: 


Claims 


1-4,6-49 


Inventive step (IS) 


Yes: 


Claims 


5 




No: 


Claims 


1-4,6-49 


Industrial applicability (lA) 


Yes: 


Clainf)s 


1-24,26-49 




No: 


Claims 





2. Citations and explanations 
see separate sheet 



Box No. VII Certain defects in the Internatlonai application 

The following defects in the form or contents of the international application have been noted: 
see separate sheet 
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Re Item III 

Non-establishment of opinion with regard to novelty, Inventive step and industrial 
applicability 

Claim 25 relates to subject-matter considered by tliis Auttiority to be covered by tlie 
provisions of Rule 67.1(iv) PCT. Consequently, no opinion will be formulated with respect 
to the industrial applicability of the subject-matter of this claim (Article 34(4)(a)(l) PCT). 



B&JlfillLY 

Reasoned statement with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Reference is made to the following document/s/: 

D1 : WO 03/077929 A (DELTA HF; EYJOLFSSON, REYNIR) 25 September 2003 

D2: US-A-5 562 921 (SHERMAN ET AL) 8 October 1 996 

D3: DE 203 1 8 1 51 U1 (SANDOZ GMBH, KUNDL) 22 January 2004 

04: WO 03/059330 A (RANBAXY LABORATORIES LIMITED; BAHL, DEEPAK; 

KOCHHAR, RAVI; SHARMA, PUN) 24 July 2003 
D5: US-A-5 442 008 (FUELBERTH ET AL) 1 5 August 1 995 

The compositions, methods and uses according to independent claims 1 , 25, 26, 27, 34, 
36 and 39 are not novel (Art.33(2) PCT) in view of prior art disclosures which can be taken 
from D1-D3. 

D1 (cf. passages cited in the ISR) discloses the use of 0.25-5% of glyceryl dibehenate as 
lubricant in tablet formulations of fosinopril. Glyceryl dibehenate is taught to provide 
increased stability of the fosinopril as compared to formulations comprising e.g. 
magnesium stearate or sodium stearyl fumarate as lubricant 

Similarly, 02 (cf. passages cited In the ISR) discloses the use of 5,5% glyceryl 
monostearate as lubricant in tablet formulations of enalapril. Glyceryl monostearate is 
taught to provide increased stability of the enalapril as compared to formulations 
comprising magnesium stearate as lubricant. 
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D3 (cf. passages cited in the ISR) discloses ramipril tablet formulations comprising 1 .9- 
2.2% glyceryl dibelienate (as lubricant). 

The dependent claims 2-4 and 6-49 also do not contain any additional features which 
render the claimed subject-matter novel and/or inventive (Art.33(2)-(3) PCT) over the state 
of the art. The specific embodiments are at least anticipated by one or more of D1 , D2 
and D3 (cf. ISR). 

Claim 5 is considered novel and inventive (Article 33(2)-(3) PCT), since none of the prior 
art documents discloses a formulation of ACE inhibitor comprising the claimed amounts of 
de-Caa glyceride. Furthermore, none of the documents suggests the addition of the 
defined amounts of glyceride in order to solve the stability problem related to mechanical 
stress induced degradation of ACE inhibitors. For example, documents D4 and D5 deal 
with the mechanical stress-induced degradation problem, but propose a different solution. 



Re Item VII 

Certain defects in the international application 

Claim 22 contains a reference to the description and/or the drawings. According to Rule 
6.2(a) PCT, claims should not contain such references except where absolutely necessary, 
which is not the case here. 
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